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§ 346.22 Permitted combinations of 
anorectal active ingredients. 

(a) Any two, three, or four 
protectants identified in § 346.14(a) 
may be combined, except aluminum 
hydroxide gel in § 346.14(a)(1) and kaolin 
in § 346.14(a)(5) may not be combined 
with any ingredient in § 346.14(a) (2), (4), 
(6), (7), (8) and (10), and (b) (2) and (3), 
provided that the combined percentage 
by weight of all protectants in the 
combination is at least 50 percent of 
the final product (e.g., 1 gram of a 2-
gram dosage unit). Any protectant in-
gredient included in the combination 
must be present at a level that contrib-
utes at least 12.5 percent by weight 
(e.g., 0.25 gram of a 2-gram dosage 
unit), except cod liver oil and shark 
liver oil. If an ingredient in § 346.14(b) is 
included in the combination, it must 
not exceed the concentration limit 
specified in § 346.14(b). 

(b) Any single anorectal ingredient 
identified in § 346.10, 346.12, 346.16, 
346.18, or 346.20 may be combined with 
up to four protectants in accordance 
with paragraph (a) of this section. 

(c) Any single local anesthetic identi-
fied in § 346.10 may be combined with 
any single vasoconstrictor identified in 
§ 346.12. 

(d) Any single local anesthetic iden-
tified in § 346.10 may be combined with 
any single astringent identified in 
§ 346.18. 

(e) Any single local anesthetic identi-
fied in § 346.10 may be combined with 
any single keratolytic identified in 
§ 346.20. 

(f) Any single vasoconstrictor identi-
fied in § 346.12 may be combined with 
any single astringent identified in 
§ 346.18. 

(g) Any single analgesic, anesthetic, 
and antipruritic identified in § 346.16 
may be combined with any single as-
tringent identified in § 346.18. 

(h) Any single analgesic, anesthetic, 
and antipruritic identified in § 346.16 
may be combined with any single 
keratolytic identified in § 346.20. 

(i) Any single astringent identified in 
§ 346.18 may be combined with any sin-
gle keratolytic identified in § 346.20. 

(j) Any single local anesthetic identi-
fied in § 346.10 may be combined with 
any single vasoconstrictor identified in 

§ 346.12 and with any single astringent 
identified in § 346.18. 

(k) Any single local anesthetic iden-
tified in § 346.10 may be combined with 
any single astringent identified in 
§ 346.18 and with any single keratolytic 
identified in § 346.20. 

(l) Any single vasoconstrictor identi-
fied in § 346.12 may be combined with 
any single analgesic, anesthetic, and 
antipruritic identified in § 346.16 and 
with any single astringent identified in 
§ 346.18. 

(m) Any single analgesic, anesthetic, 
and antipruritic identified in § 346.16 
may be combined with any single as-
tringent identified in § 346.18 and with 
any single keratolytic identified in 
§ 346.20. 

(n) Any combination of ingredients 
listed in paragraphs (c) through (m) of 
this section may be combined with up 
to four protectants in accordance with 
paragraph (a) of this section. 

(o) Any product containing calamine 
for use as a protectant and/or as an as-
tringent and/or containing zinc oxide 
for use as a protectant and/or as an as-
tringent may not have a total weight 
of zinc oxide exceeding 25 percent by 
weight per dosage unit.

Subpart C—Labeling

§ 346.50 Labeling of anorectal drug 
products. 

The labeling of the product contains 
the following information for anorectal 
ingredients identified in §§ 346.10, 346.12, 
346.14, 346.16, 346.18, and 346.20, and for 
combinations of anorectal ingredients 
identified in § 346.22. Unless otherwise 
specified, the labeling in this subpart is 
applicable to anorectal drug products 
for both external and intrarectal use. 

(a) Statement of identity. The labeling 
of the product contains the established 
name of the drug, if any, and identifies 
the product as ‘‘anorectal (hemor-
rhoidal),’’ ‘‘hemorrhoidal,’’ ‘‘hemor-
rhoidal (anorectal) (insert dosage form, 
e.g., cream, lotion, or ointment).’’ 

(b) Indications. The labeling of the 
product states, under the heading ‘‘In-
dications,’’ any of the phrases listed in 
paragraph (b) of this section, as appro-
priate. Other truthful and nonmis-
leading statements, describing only the 
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